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DETAILED ACTION 
Claims 44-53 and 65-97 are presented for examination. 

Applicant's response filed September 1, 2005 to the requirement for restriction dated July 
1, 2005 has been received and entered into the application. Applicant's election of Group III, 
claims 44-64 and 70-78 has been noted. In response to the requirement, Applicant cancelled 
claims 54-64 and newly added claims 87-97 in lieu thereof and withdrew claims 65-69 from 
consideration. 

Upon further consideration of the original claims and those claims newly added in 
Applicant's response filed September 1, 2005, the restriction requirement of July 1, 2005 has 
been VACATED due to the fact that claims 44-53 and 65-97 are drawn to several independent 
and patentably distinct inventions and compounds. 

The following requirement set forth herein applies to the pending claim set 44-53 
and 65-97 and supercedes the previous requirement of July 1, 2005. 

Requirement for Election/Restriction 
Restriction to one of the following inventions is required under 35 U.S.C. 121 : 

L Claims 53, 65-69, 80-83, 85-88 and 92, drawn to a compound of formula (I) or 
compositions comprising a compound of formula I and a diluent, excipient, 
polymer or attached surface or a compoxmd formed by the reaction of a compound 
of formula (I) and a chlorotriazine derivative, classified in class 514, subclass 
224.8. 
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II. Claims 44-52, 70-76 and 94, drawn to methods of treatment that require removal, 
deactivation or killing of unwanted tissues or cells or methods of treating 
precancerous conditions or cancer comprising the administration of a compound 
of formula (I), classified in class 514, subclass 224.8. 

III. Claims 70-76 and 94, drawn to methods of treating ophthabnologic diseases 
comprising the administration of a compound of formula (I), classified in class 
514, subclass 224.8. 

IV. Claims 70-76 and 94, drawn to methods of treating vascular problems, 
arteriosclerosis or restenosis comprising the administration of a compound of 
formula (I), classified in class 514, subclass 224.8. 

V. Claims 70-76 and 94, drawn to methods of treating autoinunune diseases 
comprising the administration of a compound of formula I, classified in class 514, 
subclass 224.8. 

VI. Claims 70-76 and 94, drawn to methods of treating skin diseases comprising the 
administration of a compound of formula (I), classified in class 514, subclass 
224.8. 

VII. Claims 77-79, 84, 89-91, 93 and 95, drawn to methods of treating microbial 
infections, bum wounds, dental bacterial disease, sterilization of a surface or fluid 
or antibiotic resistant bacteria comprising the administration or application of a 
compound of formula (I), classified in class 514, subclass 224.8. 
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VIII. Claims 96-97, drawn to methods of photochemical internalization, photodetection 
and photodiagnosis comprising the application of a compound of formula (I), 
classified in class 424, subclass 9.6. 
The inventions are distinct, each from the other because of the following reasons: 

Inventions I and Inventions II- VIII are related as product and process of use. The 
inventions can be shown to be distinct if either or both of the following can be shown: (1) the 
process for using the product as claimed can be practiced with another materially different 
product or (2) the product as claimed can be used in a materially different process of using that 
product (MPEP § 806.05(h)). In the instant case, the compound of formula (I) and the 
compositions containing a compound of formula (I) (identified as Group I) may also be used in a. 
variety of materially different uses, such as (1) a dye, (2) treatment of cancer or precancerous 
conditions, (3) treatment of ophthalmologic diseases, (4) treatment of vascular problems, 
arteriosclerosis or restenosis, (5) treatment of autoimmune diseases, (6) treatment of skin 
diseases, (7) treatment of microbial diseases or infections, or (8) photochemical internalization, 
photodetection or photodiagnosis, each which require distinctly different process steps in 
different populations of subjects and with distinctly different outcomes, thus, supporting the fact 
that the inventions are independent and distinct. 

Inventions II through VIII are unrelated. Inventions are unrelated if it can be shown that 
they are not disclosed as capable of use together and they have different modes of operation, 
different functions, or different effects (MPEP § 806.04, MPEP § 808.01). In the instant case, 
the methods of each of groups II-VIII each have a separate and distinct outcome from the 
expected outcome of any one or more of the other inventions. For example, the expected result 
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of a method of treating arteriosclerosis is distinctly different than a method of treating cancer, 
since the desired outcome of a method of treating arteriosclerosis is the amelioration of artery 
blockage and enhancing normal cardiovascular function, while the desired outcome of a method 
of treating cancer is to arrest inappropriate overgrowth of cells and to thwart metastatic spread of 
cancerous cells. Furthermore, each of the methods would be practiced in distinctly different 
populations of patients. While there may be incidental overlap in the groups of patients 
experiencing, for example, arteriosclerosis, and those experiencing, for example, cancer, the 
therapeutic objectives, endpoints, steps and dosages required to treat such dissimilar conditions 
are vastly different and do not reasonably suggest the treatment of the other. 

The distinct nature of groups II- VIII is further supported by the fact that each disease has 
a different and distinct etiology and pathophysiological manifestations, and that each is 
differently treated. Such is sufficient to indicate that each of the methods of treating the 
presently claimed disease states is differently searched in the patent and non-patent literature and 
that a search for one disease will not necessarily result in a comprehensive search of any one or 
more of the other diseases listed. As a result, an undue burden would be placed on the Examiner 
to search each of Applicant's claimed methods. Notwithstanding that Applicant may have 
established an underlying commonality for the claimed diseases, it remains that each of the 
diseases are recognized in the art as being clinically and pathophysiologically distinct from one 
another and, thus, each of the above-identified groups is fully capable of supporting separate 
patents. 

Consideration of the plurality of inventions that Applicant has claimed would 
significantly compromise and preclude a quality examination on the merits. Furthermore, 
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execution of a search encompassing the entirety of Applicant's compoimds and multiple 
therapeutic objectives would not only constitute an undue burden on the Examiner, but 
consideration of the findings of such a search in accordance with the requirements of the law 
under 35 U.S.C. §§101, 102, 103 and 1 12 would be unduly onerous. 

Because these inventions are distinct for the reasons given above and have acquired a 
separate status in the art because of their recognized divergent subject matter, restriction for 
examination purposes as indicated is proper. 

Should Applicant elect any one of the inventions of Groups I-VIV, Applicant is further 
required under 35 U.S.C. 121 to elect a single disclosed species of compound of formula (I) for 
prosecution on the merits to which the claims shall be restricted. 

Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, a listing of all claims readable 
thereon, and a structural drawing of the elected species. 

Should Applicant traverse on the ground that the species are not patentably distinct. 
Applicant should submit evidence or identify such evidence now of record showing the species 
to be obvious variants or clearly admit on the record that this is the case. In either instance, if the 
Examiner finds one of the inventions unpatentable over the prior art, the evidence or admission 
may be used in a rejection under 35 U.S.C. 103(a) of the other invention. 

The Examiner has required restriction between product and process claims. Where 
applicant elects claims directed to the product, and a product claim is subsequently found 
allowable, withdrawn process claims that depend firom or otherwise include all the limitations of 
the allowable product claim will be rejoined in accordance with the provisions of MPEP 



Application/Control Number: 10/723,420 Page? 
Art Unit: 1614 

§821.04. Process claims that depend from or otherwise include all the limitations of the 
patentable product will be entered as a matter of right if the amendment is presented prior to final 
rejection or allowance, whichever is earlier. Amendments submitted after final rejection are 
governed by 37 C.F.R. 1.116; amendments submitted after allowance are governed by 37 C.F.R. 
1,312. 

I n the event of rejoinder, the requirement for restriction between the product claims and 
the rejoined process claims will be withdrawn, and the rejoined process claims will be fiiUy 
examined for patentability in accordance with 37 C.F.R. 1.104. Thus, to be allowable, the 
rejoined claims must meet all criteria for patentability including the requirements of 35 U.S.C. 
101, 102, 103 and 1 12. Until an elected product claim is found allowable, an otherwise proper 
restriction requirement between product claims and process claims may be maintained. 
Withdrawn process claims that are not commensurate in scope with an allowed product claim 
will not be rejoined. See "Guidance on Treatment of Product and Process Claims in light of In 
re OchiaU In re Brouwer and 35 U.S.C. §103(b)," 1 184 O.G. 86 (March 26, 1996). Additionally, 
in order to retain the right to rejoinder in accordance with the above policy, Applicants are 
advised that the process claims should be amended during prosecution either to maintain 
dependency on the product claims or to otherwise include the limitations of the product claims. 
Failure to do so may result in a loss of the right to rejoinder. 

Further, note that the prohibition against double patenting rejections of 35 U.S.C. 121 
does not apply where the Examiner withdraws the restriction requirement before the patent 
issues. See MPEP §804.01. 
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A telephone call was made to Mary J. Wilson at the office of Nixon and Vanderhye, P.C. 
on Friday, October 21, 2005 to request an oral election to the above restriction requirement, but 
did not result in an election being made. 

Applicant is advised that the reply to this requirement to be complete must include an 
election of the invention to be examined even though the requirement be traversed (37 CFR 
1.143). 

Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1.48(b) if one or more of the 
currently named inventors is no longer an inventor of at least one claim remaining in the 
application. Any amendment of inventorship must be accompanied by a request under 37 CFR 
1.48(b) and by the fee required under 37 CFR 1.1 7(i). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Leslie A. Royds whose telephone number is (571)-272-6096. 
The examiner can normally be reached on Monday-Friday (8:30 AM-6:00 PM). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christopher Low can be reached on (571)-272-0951. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 864n217-9^9J^^ 




Patent Examiner 



October 21, 2005 




